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e with the Federal Trade Commis-
sion (FTC), issued a warning letter
to a Web site marketing fraudulent
supplements that claim to help pre-
vent the spread of the HIN1 virus.
The letter advises the site’s owners
to discontinue marketing the prod-
ucts or face legal action

Previous Actions
These new measures follow FDA
actions earlier this year to protect
consumers against Web sites offering
unapproved products. These actions
included enforcing laws that pro-
tect consumers against these sites,
and warnings posted through media
outreach and a “Fraudulent Products
List” posted on FDA’s Web site at www.
accessdata.fda.gov/scripts/hiniflu/.
Since May 2009, FDA has warned
more than 75 Web sites to stop the sale
of more than 135 products with fraud-
ulent HIN1 influenza virus claims.
“Products that are offered for sale
with claims to diagnose, prevent, miti-
gate, treat or cure the 2009 HIN1 influ-
enzavirus must be carefully evaluated,”
says Commissioner of Food and Drugs
Margaret A. Hamburg, M.D. “Unless
these products and the claims they make
are proven to be safe and effective, they
will not prevent the transmission of the
virus or offer effective remedies against
infection. Furthermore, they can make
matters worse by providing consumers
with a false sense of protection.”

Buy Only FDA-Approved Products
Consumers are urged to only purchase
FDA-approved products from licensed
pharmacies located in the United
States, and should contact their health
professional if they have any questions
or concerns about medical products or
personal protective equipment.
Tamiflu (oseltamivir phosphate)
and Relenza (zanamivir) are the only
two FDA-approved antiviral drugs
for treatment and prophylaxis of the
2009 HINT1 influenza virus. In addi-
tion to their approved labeling, these
drugs have been issued Emergency Use
Authorizations by FDA that describe
specific authorized uses during the

H1NT1 public health emergency.
Patients who buy prescription drugs
from Web sites operating outside the
law are at increased risk of suffering
life-threatening adverse events such as
side effects from inappropriately using
prescription medications, danger-
ous drug interactions, contaminated
drugs, and impure or unknown ingre-
dients found in unapproved drugs.

An Assortment of Targeted
Products

FDA actively monitors the Internet and,
where appropriate, purchases and ana-
lyzes drug products. In October 2009, it
announced what it found when it pur-
chased and analyzed several products
represented online as Tamiflu.

One of these online orders resulted
in delivery to FDA of an unmarked
envelope postmarked from India.
Inside were unlabeled, white tablets
taped between two pieces of paper
that were found to contain talc and
acetaminophen, an active ingredi-
ent found in many medicines to help
relieve pain and reduce fever. Not
found was oseltamivir, the active
ingredient of Tamiflu.

The Web site selling this product
disappeared shortly after FDA placed
the order.

The agency also bought four other
products purported to diagnose, pre-
vent, treat or cure the HIN1 influenza
virus from other Web sites. These
products contained various levels of
oseltamivir but were not approved
for use in the United States. Several
did not require a prescription from a
health professional.

In actions it announced in June
2009, FDA issued warning letters
and advised operators of offending
sites to immediately ensure that they
weren't marketing products intended
to act against the HIN1 flu virus that
have not been cleared, approved, or
authorized by the agency.

Among the unapproved, uncleared,
or unauthorized HIN1 flu products it
targeted at that time were
e a shampoo said to protect against

the HIN1 flu virus

e a dietary supplement said to protect
infants and young children from
contracting the virus

* a “‘new” supplement said to cure
HINI1 flu infection within four to
eight hours

e 3 spray that claims to leave a layer
of ionic silver on one’s hands that
kills the flu virus

e several diagnostic tests that have not
been approved to detect the HIN1
flu virus

e an electronic instrument whose sell-
ers claim uses “photobiotic energy”
and “deeply penetrating mega-fre-
quency life-force energy waves” to
strengthen the immune system and
prevent symptoms associated with
H1NT1 viral infection

Work by FDA and the FTC to iden-
tify, investigate, and take regula-
tory action against individuals or
businesses that wrongfully promote
purported 2009 HIN1 influenza
products will continue. These efforts
can include additional legal actions
including seizure of products, injunc-
tion, or criminal prosecution. FoA

This article appears on FDA's
Consumer Updates page (www.fda.
gov/ForConsumers/ConsumerUpdates),
which features the latest on all FDA-
regulated products.

For More Information

FDA 2009 HIN1 (Swine) Flu Page
www.fda.gov/NewsEvents/
PublicHealthFocus/ucm150305.htm

FDA 101: Health Fraud Awareness
www.fda.gov/ForConsumers/
ProtectYourself/HealthFraud/default. htm

The Possible Dangers of Buying
Medicines Over the Internet
www.fda.gov/ForConsumers/
ConsumerUpdates/ucm048396.htm

Buying Prescription Medicine
Online: A Consumer Safety Guide
www.fda.gov/Drugs/ResourcesForYou/
ucm080588.htm
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